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Due to the limited amount of space that is available for labeling on this pouch SK&J, 
we have developed a booklet style pouch to accommadate im 
Facts. Drug FBC~S text in booklet format is provided as Attac 
of the booklet pouch can be opened by the consumer, thus providing complete 
labeling information. 

Actual use of this booklet pouch may require additional compliance time for 
~m~~arne~tation* Therefore, we are su~mittin is request for additional time (6 
rn~~th~~ beyon the May 16, 200 compliance deadli e to ensure that we can 

and vatidate the e ment that is n 
e basis, a ~‘~omp~ia~t’F booklet pouch 
ge technology and requires sufficient e to master 

the interface between equipment and material. 

As the agency is undoubtedly aware, activities involving new package design, 
equipment acquisitions and packaging line validation expend considerable resources. 
Based on our company’s historical experience in designing and implementing new 
packaging options, the timeline for implementation of the booklet pouch follows: 



Activitv 

Order and build equipment 

Obtain equipment 

Install and validate equipment 

Finalize booklet pouch specifications 

Line t~~t~~g and resolution of potential 
material issues 

packaging validation 

Start to ship 

earning 

4fh Quarter 2OQ1 & 1”’ Quarter 2Q02 

Yl Quarter 2002 

2”” Quarter 2002 

2”d Quarter 2002 

2*d Quarter 2002 

3”” Quarter 2002 

IY’ Quarter 2002 

qfh Quarter 2002 

appreciate your review of is deferral request for additional compliance 
ere are any questions, plea contact me at 215-273-7878. 

Very truly yours, 

McNElL eONS~~E~ 

Paula 3* Oliver 
Senior Director 
medical and Regulatory Science 

cc: (Letter only) C. Ganley, MD GOOD-5~~~ 
~~ ~llenberg~ Ph.D. ( 
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